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Bioequivalence of Kerora Intramuscular Injections to Tarasyn
Intramuscular Injections (Ketorolac Tromethamine 30 mg)

Youn Bok Chung', Jun Seup Lee* and Kun Han

College of Pharmacy, Chungbuk National University, Cheongju 361-763, Korea
*Chungbuk National University Hospital, Cheongju 361-763, Korea
(Received February 12, 1999)

ABSTRACT-A bioequivalence study of the Kerola® intramuscular injections (Dongkwang Pharmaceutical Co., Korea) to
the Tarasyn® intramuscular injections (Roche Co., Korea), formulations of ketorolac tromethamine (KTR), was conducted.
Sixteen healthy Korean male subjects were received each formulation at the dose of 30 mg as KTR in a 2 X2 crossover
study. There was an one-week washout period between the doses. Plasma concentrations of KTR were monitored by a
HPLC method. AUC was calculated by the linear trapezoidal method. Cy,x and Ty, Were compiled from the plasma drug
concentration-time data. Analysis of variance (ANOVA) revealed that there are no differences in AUC, Cpax and Ty
between the formulations. The differences between the formulations in these parameters were all far less than 20% (i.e.,
3.65, 2.59 and 4.35% for AUC, Cpax and Ty, respectively). Minimum detectable differences (%) at 0=0.1 and 1-B=0.8
were 12.87, 13.44, 20.62%, for AUC, Cpax and Thax, respectively. The 90% confidence intervals for these parameters were
also within 20%. These results satisfy the bioequivalence criteria of the Korea Food and Drug Administration (KFDA)
guidelines (No. 1998-86). Therefore, these results indicate that the two formulations of KTR are bioequivalent.

Keywords—Ketorolac tromethamine, Kerola®, Tarasin®, Bioequivalence, Intramuscular injections
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Figure 1-HPLC chromatogram of ketorolac tromethamine (KTR,
5.38 min) and internal standard (ketoprofen(IS), 7.38 min). (a) blank
serum spiked with internal standard, (b) serum spiked with ketorolac
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Figure 2-Mean serum ketorolac tromethamine profiles after Tara-
syn (reference drug, @) and Kerola (test drug, V) intramuscular in-
jections (mean=*S.E., n=16).
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Table I- Physical Data and Bioavailability Parameter of Ketorolac Tromethamine in the Individual Volunteers

Volunteer Age Weight AUC (ug - br - ml"™)) Cmax (ug - mI™) Tonax (01)
(yr) (kg) RD T R T R T
Al 23 70 11.59 9.58 4.07 3.86 0.33 0.33
A2 23 62 18.30 1545 4.52 4.88 0.33 0.33
A3 25 54 8.66 13.26 2.60 4.45 0.33 0.33
A4 26 63 12.57 13.26 4.61 4.56 0.33 0.33
A5 24 58 12.95 17.67 4.71 4.29 0.67 0.67
A6 24 60 13.55 14.01 3.68 3.82 0.67 0.67
A7 23 66 15.80 13.92 3.35 3.52 1.00 0.61
A8 23 65 13.23 9.10 372 2.91 0.33 067
B1 23 58 19.60 20.95 434 4.52 0.67 0.33
B2 25 69 10.91 10.74 4.15 4.30 0.33 0.33
B3 23 60 11.20 16.06 3.82 418 0.67 0.67
B4 23 60 13.06 14.45 4.34 4.86 0.33 0.33
B5 26 68 12.01 12.55 4.69 3.28 0.33 0.67
B6 21 66 12.24 11.88 3.71 371 0.33 0.33
B7 25 53 17.09 17.49 4.79 422 0.67 0.67
B8 20 75 11.17 11.36 4.85 2.89 0.33 0.33

DR : Reference drug (Tarasyn®)

DT : Test drug (Kerola®)

J. Kor. Pharm. Sci., Vol. 29, No. 1(1999)
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